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DETAILED ACTION 
Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

2. Claim 1, 7-9 are rejected under 35 U.S.C. 102(b) as being anticipated by Kuroya 
et al (JP 62-111918). 

Kuroya et al disclose an application agent containing 3 to 30 wt% of 
monovalent salt of polyacrylic acid, 0.005 to 0.2 wt% of Al salt as a cross-linking 
agent, moisture content in the amount of 20-80 weight % and polyhydric alcohol. 
The application agent further comprises a carboxyl containing hydrophilic 
polymer such as carboxyvinyl polymer (abstract). 

3. Claims 1,3-5, 7- 8, 10-11, 16, 18 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Donati et al (EP 1046395). 

Donati et al disclose a hydrogel mixture, containing sodium polyacrylate, 
polyhydrol such as sorbitol in the range of 40 wt% and water in the amount of 
29.73 wt% (page 4, lines 8-35). The cross-linking agent preferably an aluminum 
compound is in a concentration of 0.01 to 3.0 wt% (page 3, lines 28-29). The 
composition further contains a pharmaceutically acceptable diclofenac salt (page 
4, line 1). The hydrogel mixture preferably comprises a wetting agent chosen 
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from polyhydric alcohols such as glycerol, propylene glycol, sorbitol etc (page 3, 
paragraph 0018) in a concentration of 5 to 70 wt% (page 3, paragraph 0019). 
The hydrogel mixture further contains a polymer compound such as polyvinyl 
pyrrolidine having high affinity for polyhydric alcohol in the amount of 2.0% and a 
pharmaceutical^ acceptable diclofenac salt (page 4, linel, 14). 



Claim Rejections - 35 USC § 103 



4. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 



5. The factual inquiries set forth in Graham v. John Deere Co,, 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 



6. 



Claims 2 and 14 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Donati et al (EP 1046395) in view of Sato et al (US 4,386,120). 



Application/Control Number: 10/532,873 Page 4 

Art Unit: 1713 

Donati et al disclose a hydrogel mixture, containing sodium polyacrylate, 
polyhydrol such as sorbitol in the range of 40 wt% and water in the amount of 
29.73 wt% (page 4, lines 8-35). The cross-linking agent preferably an aluminum 
compound is in a concentration of 0.01 to 3.0 wt% (page 3, lines 28-29). The 
composition further contains a pharmaceutical^ acceptable diclofenac salt (page 
4, line 1). However, Donati et al are silent with respect to the viscosity of 
(meth)acrylic acid-base polymer in aqueous solution. However, Sato et al 
teaches the formulation of easily water soluble sodium polyacrylate where in the 
viscosity of the solution is 50 - 700 c.p.s (column 5, lines 26-28). Therefore, it 
would have been obvious to one skilled in art at the time invention was made to 
use sodium polyacrylate in aqueous solution with viscosity of 50-700 c.p.s as 
taught by Sato into Donati's hydrogel mixture since a species of a genus will 
work properly, motivated by expectation of success. 

7. Claims 12, 15, 17, and 19 are rejected under 35 U.S.C. 103(a) as being 

unpatentable over Donati et al (EP 1046395) in view of Bernstein (EP 95512 A) 
and LaHann (US 4,313,958). 

Donati et al disclose a hydrogel mixture, containing sodium polyacrylate, 
polyhydrol such as sorbitol in the range of 40 wt% and water in the amount of 
29.73 wt% (page 4, lines 8-35). The cross-linking agent preferably an aluminum 
compound is in a concentration of 0.01 to 3.0 wt% (page 3, lines 28-29). The 
hydrogel mixture preferably comprises a wetting agent chosen from polyhydric 
alcohols such as glycerol, propylene glycol, sorbitol etc in a concentration of 5 to 



Application/Control Number: 10/532,873 Page 5 

Art Unit: 1713 

70 wt% (page 3, paragraph 0018 and 0019). However, Donati et al are silent 
with respect to the addition of pharmaceutically active ingredient "capsaicin". 
However, capsaicin is a well known pharmaceutically active ingredient as taught 
by Bernstein, where in the composition is used to treat psoriatic skin (abstract). 
Furthermore, LaHann teaches (abstract) the usefuness of "capsaicin" as a potent 
analgesic. Therefore, it would have been obvious to one of ordinary skill in the 
art at the time invention was made to add "capsaicin" to Donati et al's 
composition and thereby arrive at the claimed invention. 

8. Claim 6 is rejected under 35 U.S.C. 103(a) as being unpatentable over Donati et 
al (EP 1046395) in view of Yamazaki et al (JP 06145049). 

Donati et al disclose a hydrogel mixture, containing sodium polyacrylate, 
polyhydrol such as sorbitol in the range of 40 wt% and water in the amount of 
29.73 wt% (page 4, lines 8-35). The cross-linking agent preferably an aluminum 
compound is in a concentration of 0.01 to 3.0 wt% (page 3, lines 28-29). The 
hydrogel mixture preferably comprises a wetting agent chosen from polyhydric 
alcohols such as glycerol, propylene glycol, sorbitol etc in a concentration of 5 to 
70 wt% (page 3, paragraph 0018 and 0019). However, Donati et al are silent 
with respect to the usage of magnesium hydroxide aluminum hydroxide co- 
precipitate as a cross-linking agent. However, aluminum magnesium hydroxide 
as a polyvalent metal salt is used as a cross-linking agent, to produce a 
cataplasm base having high tack and high base strength in a highly cross-linked 
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state free from transfer of plaster to skin during peeling cataplasm, as taught by 
Yamazaki (abstract). Therefore, it would have been obvious to one of ordinary 
skill in the art at the time invention was made to add magnesium hydroxide 
aluminum hydroxide to Donati et al's composition to obtain the above mentioned 
advantages. 

9. Claim 13 is rejected under 35 U.S.C. 103(a) as being unpatentable over Donati 
etal (EP 1046395). 

Donati et al disclose a process for the preparation of hydrogel mixture 
consisting of thickening agent (sodium polyacrylate), wetting agent (polyhydric 
alcohols), cross-linking agent (Al compound) and water by mixing these and 
other optional ingredients in several stages. The process consists of adding 
polyhydric alcohol or wetting agent (sorbitol) to water. To this aqueous solution 
is added, in the form of aqueous solution, one half the quantity of cross-linking 
agent (dihydroxy aluminum glycinate), thickening agent (sodium polyacrylate). To 
this mixture thus obtained is added an aqueous mixture of optional ingredients 
such as polyvinyl pyrolidine, (page 3, paragraph 0027; page 4, paragraph 0028- 
0030). Finally, an aqueous solution consisting of remaining parts of crosslinking 
agent, thickening agent and the active pharmaceutical agent are added. The 
water content of final composition is 29.73%, essentially the same as that 
described in the claims. 
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The prior art does not teach the same sequence of process steps as 
recited in the instant claim. The composition is taught by the prior art though the 
sequence of mixing components differs. However, it would have been obvious to 
one skilled in art at the time invention was made to alter the sequence and 
essentially arrive at the instant claim, absent evidence of unexpected results. 
See In re Burhans, 154 F.2d 690, 69 USPQ 330 (CCPA 1946) (selection of any 
order of performing process steps is prima facie obvious in the absence of new 
or unexpected results); In re Gibson, 39 F.2d 975, 5 USPQ 230 (CCPA 1930) 
(Selection of any order of mixing ingredients is prima facie obvious.). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Karuna P. Reddy whose telephone number is (571) 272- 
6566. The examiner can normally be reached on Monday-Friday 8:30 AM to 5:00 PM 
EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, David Wu can be reached on (571) 272-1 1 14. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Karuna P Reddy 
Examiner 
Art Unit 1713 
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